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1 clinical trial designs so that you can move forward the

2 orphan product while maintaining an understanding of

3 the science that's coming out of it.

4           DR. LEWIS:  Thank you.  I want to thank all of

5 our panel today.  You've come from many different

6 perspectives and given us a lot to think about, whether

7 it's approaching simplicity, whether it's thinking in

8 more specific definitions, lots of input that we

9 appreciate.

10           It is an exciting time.  We're not just at

11 500.  We're almost at 700 approvals now.  And the

12 people who carry this out in the Office of Orphan

13 Products Development, I just treasure you.  You're,

14 you're fantastic.  So, thank you so much for all the

15 preparation.

16           Our, our logistics folks, I can't say enough

17 about Joohee.  I, I just lost sleep wondering, you know,

18 I hope you're okay.  Get here safely today.  So I think

19 that all of you who've provided your comments today we,

20 we appreciate it.

21           There is still an opportunity to provide

22 comments.  We have a docket that's open until early
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1 June.  So please do submit your, your thoughts, your

2 input.

3           I want to also thank Nina Hunter who's been

4 terrific support from us from OMPT.  Oh, there's our

5 panelists who've just shown up again.  But these are

6 tough questions.  We do, you're right, focus a lot

7 about these scenarios and making sure we do this right,

8 and your input is just so critical to us.

9           Everyone made a great sacrifice to be with us

10 today.  Nicole Wolanski, thank you for your fabulous

11 support as well.  That whole group.  Christine, thank

12 you.  Dev, thank you.  Chip, thank you for being

13 up here.

14           And if there's any other final comments, raise

15 your hand right now.  Otherwise -- oh, there is one.  I

16 see one in the back.  Here you go.

17           [Uros Djekic (Shire)]:  It's, it's -- and I'm sorry for

18 --

19           DR. LEWIS:  No.  That's good.  That's good.

20           [Uros Djekic (Shire)]:  -- for, I guess, asking the

21 question late, but I guess given obviously the title

22 and the focus on oncology products --
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1           DR. LEWIS:  Mm-hm.

2           [Uros Djekic (Shire)]:  -- and the implications for the

3 guidance document that is going to be applicable, I

4 guess could you comment to the extent possible how this

5 discussion and information and topics would apply to

6 non-oncology designations?  And will there be maybe two

7 separate guidance documents or to, to the extent

8 possible?

9           DR. LEWIS:  All right.  Thank you for the

10 question.  Yes.  We have focused today on oncology and

11 acknowledging full well that this is not a, a set aside

12 by itself, that, that the many important advances

13 outside of oncology are critical to rare disease issues

14 in general.

15           So will there be two guidances?  Right now

16 we'll focus originally on this oncology.  Where we see

17 principles that are generalized, we will, we will

18 certainly try to include that.  We'll try to think

19 about what we've heard today.  And in the future we, of

20 course, want to, to be able to make use of that

21 guidance, whether -- I can't really speak about how

22 soon.
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1           One of the things that is, that we started

2 here is because we had some experience and it helps the

3 Agency to get a little bit of experience with

4 something.  And as we get a little more experience

5 outside oncology, that's where those principles might

6 show themselves to be simple and able to be applied

7 simply, or they may even turn out to be a little bit

8 different.

9           For example, it's not always tissue agnostic,

10 but agnostic in a sort of an analogous way.  If you

11 look at our ophthalmology, it's right there in the

12 retina, but it's still grouping different conditions

13 into one setting.  So, we've been saying tissue

14 agnostic, but in our minds we're thinking like you are,

15 how does this apply to other agnostic situations that

16 we'll be encountering.

17           I know there's more work coming up in the near

18 future looking at these types of issues.  So, I thank

19 you for your question.  It just drives us more and I

20 know Christine's always asking me on this question.  So

21 we, we hear you and respect that need for the future.

22           So with that, nothing else?  All of you, thank
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1 you so much for joining us and for those who made this

2

3 possible, my appreciation.  Everyone take care and I

4

5 hope you have safe trip back.  Thanks so much.

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22
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1                CERTIFICATE OF NOTARY PUBLIC

2           I, KeVon Congo, the officer before whom the

3 foregoing proceeding was taken, do hereby certify that

4 the proceedings were recorded by me and thereafter

5 reduced to typewriting under my direction; that said

6 proceedings are a true and accurate record to the best

7 of my knowledge, skills, and ability; that I am neither

8 counsel for, related to, nor employed by any of the

9 parties to the action in which this was taken; and,

10 further, that I am not a relative or employee of any

11 counsel or attorney employed by the parties hereto, nor

12 financially or otherwise interested in the outcome of

13 this action.

14

15

16

17

18                                                 KeVon Congo

19

20                               Notary Public in and for the

21

22                                           State of Maryland
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1                 CERTIFICATE OF TRANSCRIBER

2           I, Penny Knight, do hereby certify that this

3 transcript was prepared from audio to the best of my

4 ability.

5

6

7

8           I am neither counsel for, related to, nor

9

10 employed by any of the parties to this action, nor

11

12 financially or otherwise interested in the outcome of

13

14 this action.

15

16

17

18

19

20 May 17, 2018           _____________________

21

22 Date                    Penny Knight
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